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DETAILED ACTION 

Priority 

1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 



Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

4. Regarding claim 4, the phrase "or the like" renders the claim(s) indefinite 
because the claim(s) include(s) elements not actually disclosed (those encompassed by 
"or the like"), thereby rendering the scope of the claim(s) unascertainable. See MPEP 

§ 2173.05(d). 



Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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6. Claims 1,10, 34-41, and 43 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US 6,283,934 to Borgesen. 

In the specification and figures, Borgesen discloses the method as claimed by 
applicant. 

With regard to claim 1 , Borgesen discloses a method for shunting excess 
cerebrospinal fluid (which, in excess, comprises a toxic substance) from a brain 
ventricle to a patient's sinus system, particularly, the saggital sinus (see column 1, lines 
10-17, column 2, lines 58-65). The method comprises the steps of providing a shunt 
system where in the shunt system comprises 

a. a shunt body 12 allowing fluid communication between a ventricle 14 and 
saggital sinus 15, wherein the shunt body comprises a valve or flow restricting 
component 8 (see FIG 8, column 6, column 7, line 65 to column 8, line 25), 

b. brain ventricle catheter 13 capable of being connected to the shunt body 
and draining CSF from the ventricle to the shunt body (see at least FIG 8) 

c. a sinus catheter (seen generally at reference numeral 7 in FIG 2, 
unlabeled in FIG 8) connected to the shunt body (see FIG 8), wherein the sinus 
catheter is capable of draining to the sinus system the fluids from the ventricle, 
and passed through the flow restrictor. 

The apparatus, including shunt body, ventricular, and sinus catheter, are disclosed as 
being made of a biocompatible material (see, generally, column 6). Borgesen further 
discloses the steps of inserting the ventricular catheter into the patient, inserting the 
sinus catheter into the patient, connecting the catheters to the shunt body, and 
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removing toxic substances, such as excess CSF, from the ventricle to the sinus (see 
column 8, lines 27-47). 

With regard to claim 10, Borgesen discloses that the flow restricting structure and 
the tubes provide a resistance to flow of about 8 to 12 mm Hg/mL/min, which includes 
values just less than 8 (see column 6, lines 42-45). It is the position of the Examiner that 
the flow restricting component is capable of providing the flow resistance claimed by 
applicant. 

With regard to claim 34, Borgesen discloses that the flow restricting passage 
comprises a tubular structure (see column 6, line 42). 

With regard to claims 35-38, Borgesen discloses that the internal radius of the 
flow-restricting passage may be 0.15mm and the length 22.1mm (which may be divided 
into two parts), which is within the range claimed by applicant (see column 6, lines 42- 
50). 

With regard to claim 39, Borgesen further discloses the steps of inserting the 
ventricular catheter into the patient, inserting the sinus catheter into the patient, 
connecting the catheters to the shunt body, and removing toxic substances, such as 
excess CSF, from the ventricle to the sinus (see column 8, lines 27-47). 

With regard to claims 40 and 41 , Borgesen discloses a method for shunting 
excess cerebrospinal fluid from a brain ventricle to a patient's sinus system, particularly, 
the saggital sinus (see column 1 , lines 10-17, column 2, lines 58-65). 

With regard to claim 43, Borgesen discloses that the apparatus may comprise a 
check valve 8 (see column 8, line 18). 
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7. In addition to the rejection presented above, claims 1,10, and 34-47, are rejected 
under 35 U.S.C. 102(b) as being anticipated by US 2002/0045847 to Borgesen. 

With regard to claim 42, Borgesen discloses a method for shunting excess 
cerebrospinal fluid (which, in excess, comprises a toxic substance) from a brain 
ventricle to a patient's sinus system, which may comprise the transverse sinus (see 
paragraphs 0002, 0003, 0058). The method comprises the steps of providing a shunt 
system where in the shunt system comprises 

a. a shunt body 10 allowing fluid communication between a ventricle 21 and 
ventricular sinus, wherein the shunt body comprises a flow restricting component 
16 (see FIG 8, paragraph 0052), 

b. brain ventricle catheter 15 capable of being connected to the shunt body 
and draining CSF from the ventricle to the shunt body (see at least paragraph 
0053) 

c. a sinus catheter 1 8 (se at least paragraph 0055) connected to the shunt 
body, wherein the sinus catheter is capable of draining to the sinus system the 
fluids from the ventricle, and passed through the flow restrictor. 

The apparatus, including shunt body, ventricular, and sinus catheter, are disclosed as 
being made of a biocompatible material (see, generally, paragraph 0052). Borgesen 
further discloses the steps of inserting the ventricular catheter into the patient, inserting 
the sinus catheter into the patient, connecting the catheters to the shunt body, and 
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removing toxic substances, such as excess CSF, from the ventricle to the sinus (see 
page 6, claim 26). 

With regard to claim 10, Borgesen discloses that the flow restricting structure and 
the tubes provide a resistance to flow of less than 8 mm Hg/mL/min (see paragraph 
0031). 

With regard to claim 34, Borgesen discloses that the flow restricting passage 
comprises a tubular structure (see paragraph 0026). 

With regard to claims 35-38, Borgesen discloses that the internal radius of the 
flow-restricting passage may be less than 0.20mm and the length 22.1mm (which may 
be divided into two parts), which is within the range claimed by applicant (see 
paragraphs 0033, 0035, 0036). 

With regard to claim 39, Borgesen further discloses the steps of inserting the 
ventricular catheter into the patient, inserting the sinus catheter into the patient, 
connecting the catheters to the shunt body, and removing toxic substances, such as 
excess CSF, from the ventricle to the sinus (see, generally, claim 26). 

With regard to claims 40 and 41 , Borgesen discloses a method for shunting 
excess cerebrospinal fluid from a brain ventricle to a patient's sinus system, particularly, 
the saggital sinus (see at least paragraph 0052). 

With regard to claims 43-47, Borgesen discloses that the apparatus may 
comprise a ball check valve wherein the check valve provides no fluid resistance to the 
CSF, rendering fluid flow resistance independent of the check valve with the check 
valve operating independently of the fluid pressure threshold (see paragraph 0040). 
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Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 2-6 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 6,283,934 to Borgesen in view of US 6,383,159 to Saul et al. 

In the specification and figures, Borgesen discloses the method substantially as 
claimed by applicant (see rejection above). 

With regard to claims 2-6, Borgesen fails to disclose that the condition related to 
the accumulation of CSF and its assorted potentially toxic substances may comprise 
several specific conditions. However, Saul discloses a device and method for treating 
patients wherein the CSF of a selected patient may comprise a toxin that results in 
lesions of the brain. Saul discloses that the conditions that may be treated by the 
disclosed method comprise Alzheimer's disease, Down's Syndrome, hereditary cerebral 
hemorrhage with amyloidosis of the Dutch-Type, epilepsy, Parkinson's disease, 
polyneuropathies, and Guillain-Barre -Syndrome (See column 3, lines 28-46). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
of invention to use the method disclosed by Borgesen to treat patients at risk of the 
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conditions listed by Saul, since Saul discloses that such conditions may be treated by 
shunting excess toxins from a patient's brain. 

With regard to claim 9, Saul discloses that the toxic substance removed by 
shunting may comprise tau or alpha-beta 42 (see column 1 , lines 37-42) in order to 
forestall the onset or progression of various ailments. Therefore, it would have been 
obvious to one having ordinary skill in the art at the time of invention to use the method 
disclosed by Borgesen to remove the toxins disclosed by Saul, since Saul discloses that 
such toxins may be removed in order to forestall the onset or progression of various 
ailments. 

4. In addition to the rejection presented above, claims 2-6 and 9 are rejected under 
35 U.S.C. 103(a) as being unpatentable over US 2002/0045847 to Borgesen in view of 
US 6,383,1 59 to Saul etal. 

In the specification and figures, Borgesen discloses the method substantially as 
claimed by applicant (see rejection above). 

With regard to claims 2-6, Borgesen fails to disclose that the condition related to 
the accumulation of CSF and its assorted potentially toxic substances may comprise 
several specific conditions. However, Saul discloses a device and method for treating 
patients wherein the CSF of a selected patient may comprise a toxin that results in 
lesions of the brain. Saul discloses that the conditions that may be treated by the 
disclosed method comprise Alzheimer's disease, Down's Syndrome, hereditary cerebral 
hemorrhage with amyloidosis of the Dutch-Type, epilepsy, Parkinson's disease, 
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polyneuropathies, and Guillain-Barre -Syndrome (See column 3, lines 28-46). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
of invention to use the method disclosed by Borgesen to treat patients at risk of the 
conditions listed by Saul, since Saul discloses that such conditions may be treated by 
shunting excess toxins from a patient's brain. 

With regard to claim 9, Saul discloses that the toxic substance removed by 
shunting may comprise tau or alpha-beta 42 (see column 1 , lines 37-42) in order to 
forestall the onset or progression of various ailments. Therefore, it would have been 
obvious to one having ordinary skill in the art at the time of invention to use the method 
disclosed by Borgesen to remove the toxins disclosed by Saul, since Saul discloses that 
such toxins may be removed in order to forestall the onset or progression of various 
ailments. 

Conclusion 

5. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 5,980,480 Rubinstein et al 

i. Method of treating Alzheimer's with CSF shunting 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LESLIE R. DEAK whose telephone number is (571 )272- 
4943. The examiner can normally be reached on Monday - Friday, 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1 115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leslie R. Deak/ 
Primary Examiner 
Art Unit 3761 
1 May 2008 



